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DETAILED ACTION 

This is in response to tine application filed on February 28, 2006 in which claims 
1-20 are presented for examination. 

Status of Claims 

Claims 1-20 are pending, of which 1, 9, 10, 18 and 19 are in independent form. 
Claims 1-4, 6, 10-13, and 15 are rejected under 35 U.S.C. 102(b) and claims 5, 7, 8, 9, 
14, and 16-20 are rejected under 35 U.S.C. 103(a). 

Information Disclosure Statement 

The information disclosure statement (IDS) submitted on September 21 , 2006 
was filed after the mailing date of the patent application on February 28, 2006. The 

submission is in compliance with the provisions of 37 CFR 1 .97. Accordingly, the 
information disclosure statement is being considered by the examiner. 

Claim Rejections - 35 USC §112 

1. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification sliall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 5 and 14 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. In claims 5 and 14, the limitation, "helical spiral 
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array" renders the claim and vague and indefinite because it isn't clear what the axis of 
the helical spiral array is. Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

2. Claims 1-4, 6, 10-13, 15 and 19 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Verdonk et al (US Patent No. 6,306,152). 

Regarding independent claim 1, Verdonk et al or "Verdonk" herein, discloses a 
lancing device for collecting a sample of body fluid from a sampling site on the skin of a 
subject (column 4, lines 13-14), a lancing device including an outer body housing and a 
lancet (FIG. 3, element #104), the lancet being movable between a first position within 
the end cap or "outer body housing" (FIG. 3, element #110) and a second position 
wherein at least a sharp tip portion of the lancet extends through an opening (column 4, 
lines 56-59 and FIG. 3, element #134) in the outer body housing, the lancing device 
further including lips or "contact face" (FIG. 3, element #136) surrounding the opening 
and a plurality of legs or "ribs" (FIG. 9, element #200) projecting from the contact face in 
a ring-shaped pattern (column 5, lines 24-25), wherein each plurality of ribs has a first 
end adjacent the opening and extending length-wise away from the opening and across 
the contact face (FIG. 9). 
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3. Regarding claim 2, Verdonk discloses a plurality of legs or "ribs" projecting from 
the lips or "contact face" in a regularly spaced array (FIG. 9, element #200) wherein the 
skin stabilizers are arranged in a desired order. 

4. Regarding claim 3, Verdonk discloses legs or "ribs" that are spaced about the 
opening in a circular array (FIG. 9, element #200) wherein the plurality of ribs are placed 
around the opening of the contact face. 

5. Regarding claim 4, Verdonk discloses legs or "ribs" that are spaced about the 
opening in a radial array (FIG. 9, element #200) wherein each of the legs or "ribs" are 
arranged from the center outward along different radii. 

6. Regarding claim 6, Verdonk discloses legs or "ribs" that are spaced about the 
opening in an annular circumferential array wherein the plurality of legs are arranged in 
the form of a ring around the opening and within the circumference of the contact face 
(column 5, lines 24-26). 

7. Regarding independent claim 10, Verdonk discloses an endcap for a lancing 
device, an endcap (FIG. 3, element #110) including a first end for connection to the 
lancing device, and a second end defining an opening (FIG. 3, element #134) through 
which a sharp tip of a lancet can pass, the second end further comprising a contact face 
surrounding the opening and at least a plurality of legs or "ribs" (FIG. 3, element #200) 
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projecting from tlie contact face in a ring-shaped pattern (column 5, lines 24-25), 
wherein each plurality of ribs has a first end adjacent the opening and extending length- 
wise away from the opening and across the contact face (FIG. 9). 

8. Regarding claim 1 1 , Verdonk discloses an endcap having a plurality of legs or 
"ribs" projecting from the contact face in a regularly spaced array (FIG. 9, element #200) 
wherein the skin stabilizers are arranged in a desired order. 

9. Regarding claim 1 2, Verdonk discloses legs or "ribs" that are spaced about the 
opening in a circular array (FIG. 9, element #200) wherein the plurality of legs or "ribs" 
are placed around the opening of the contact face. 

1 0. Regarding claim 1 3, Verdonk discloses legs or "ribs" that are spaced about the 
opening in a radial array (FIG. 9, element #200) wherein each of the ribs are arranged 
from the center outward along different radii of the circular contact face. 

1 1 . Regarding claim 1 5, Verdonk discloses legs or "ribs" that are spaced about the 
opening in an annular circumferential array wherein the plurality of ribs are arranged in 
the form of a ring within the circumference of the contact face (column 5, lines 24-26). 

1 2. Regarding independent claim 1 9, Verdonk discloses a method of collecting a 
sample of body fluid using a lancing device, including: 
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lancing the skin of a subject at a lancing site (column 5, lines 48-50); and 
compressing a ribbed contact face of the lancing device against the skin adjacent the 
lancing site (column 5, lines 42-47), a ribbed contact face including a plurality of ribs 
extending length-wise from an outer edge of the contact face inwardly (FIG. 9, element 
#200) toward an expression zone or lancing site. 

The methods steps of claim 19 are inherently performed when the verdonk 
device is used to lance skin for blood sampling. 

13. Claims 9 and 18 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Davison (WO 01/62150 A1). 

Regarding independent claim 9, Davison discloses a skin pricker or "lancing 
device" (column 1, lines 13-15) for collecting a sample of body fluid from a sampling site 
on the skin of a subject, a lancing device including an outer body housing and a lancet, 
the lancet being movable between a first position within the outer body housing and a 
second position wherein at least a sharp tip portion of the lancet extends through an 
opening in the outer body housing (column 1, lines 15-21), the lancing device further 
including a contact face surrounding the opening (column 2, lines 11-12, FIG. 1 , 
element #2) and a plurality of studs or recessed hemispherical dimples on the contact 
face (column 2, lines 14-16, FIG. 1, element #4). 

14. Regarding independent claim 18, Davison discloses an endcap for a lancing 
device, a nose cone or "endcap" (FIG. 1 , element #1 ) including a first end for connection 
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to the lancing device, and a second end defining an opening tlirough wliich a sharp tip 
of a lancet can pass (column 2, lines 13-14), the second end further including a contact 
face surrounding the opening (column 2, lines 1 1 -1 2, FIG. 1 , element #2) and a plurality 
of studs or recessed hemispherical dimples on the contact face (column 2, lines 14-16, 
FIG. 1, element #4). 

15. In light of the rejections under 35 U.S.C. 112 second paragraph above and 
as best understood by the examiner, Claims 5, 7, 8, 14, 16, 17 and 20 are rejected 
under 35 U.S.C. 103(a) below. 

Claim Rejections - 35 USC § 103 

1 6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or deschbed as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

17. Claims 5, 7, 8, 14, 16, 17 and 20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Verdonk et al (US Patent No. 6,306,152) in view of Moerman 
(6,706,049). 

Regarding claims 5 and 14, Verdonk discloses all of the limitations previously 
discussed except for a helical spiral array arrangement of ribs about the opening in the 
contact face or surface of the endcap of the lancing device. 
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Moerman teaches a contact ring or endcap for a lancing device having a non- 
planar, multi-contoured surface, wherein the surface features or ribs are linear, stepped 
or curved (column 5, lines 26-29 and 36-40). 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have selected a linear, stepped or curved shape for the 
surface features in the device of the combination of Verdonk and Moerman, since these 
shapes are known options for surface features on the endcap of a lancing device and a 
person of ordinary skill has good reason to pursue the known options within his or her 
technical grasp with a reasonable expectation of success, i.e. better contact of the 
lancing device with the skin. The Examiner notes that each curved surface feature 
arranged in a radial array in the device of the combination of Verdonk and Moerman, 
forms a part of a helix. Thus, the curved surface features in the device of the 
combination of Verdonk and Moerman are arranged in a helical spiral array. 

18. Regarding claims 7, 8, 16 and 17, Verdonk discloses all of the limitations that 
have been previously discussed except for: (i) a convex contact face; and (ii) a concave 
contact face. Moerman teaches a contact face for an endcap of a lancing device having 
outer and inner radial portions wherein the outer and the inner radial portions can be 
linear, convex or concave (column 5, lines 41-45). 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have selected a linear, convex or concave shape for the 
contact face in the device of the combination of Verdonk and Moerman, since these 
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shapes are known options for a contact face of a lancing device and a person of 
ordinary skill has good reason to pursue the known options within his or her technical 
grasp with a reasonable expectation of success, i.e. better contact of the lancing device 
with the skin. 

1 9. Regarding claim 20, the Verdonk discloses all elements that have been 
previously discussed in claim 19 except for twisting the ribbed contact face in contact 
with the skin. 

Moerman teaches wherein the contact ring or contact face is squeezed into 
contact with the outer radial portion and the inner radial portion by squeezing or 
"twisting" the ribbed contact face (column 7, lines 8-10). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have placed the device of Verdonk into contact with skin by 
twisting the device, as taught by Moerman, to maximize the expression of blood flow 
from the lancing site. 

The methods steps of claim 20 are rendered obvious by the above discussion. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Sharma et al (US Patent No. 6,491,709) is related to lancing 
devices for blood collection from alternate sites. 
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Any inquiry concerning tliis communication or earlier communications from the 
examiner should be directed to JOCELIN C. TANNER whose telephone number is 
(571)270-5202. The examiner can normally be reached on Monday through Thursday 
between 9am and 4pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frantz Goby can be reached on 571-272-4017. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Jocelin C. Tanner/ 5/01/2008 
Examiner, Art Unit 4133 

/Frantz Coby/ 

Supervisory Patent Examiner 
Art Unit 4133 
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